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Butisol 

SODIUM BUTABARBITAL) 


"daytime sedative" for 
everyday situational stress 


When stress is situational—environmental pressure, 
worry over illness—the treatment often calls for an 
anxiety-allaying agent which has a prompt and 
predictable calming action and is remarkably well 
tolerated. Bvtisol Sodium (sodium butabathiral) 
meets this therapeutic need. 

After 30 years of clinical use ... still a first choice 
among many physicians for dependability and 
economy in mild to moderate anxiety. 
Contraindications: Porphyria or sensitivity to 
barbiturates. 

Precautions: Exercise caution in moderate to severe 
hepatic disease. Elderly or debilitated patients may 
react with marked excitement or depression. 

Adiersc Reactions: Drowsiness at daytime sedative 
dose levels, skin rashes, “hangover" and systemic 
disturbances arc seldom seen. 

Warning: May be habit forming. 

Usual Adult Dosage As a daytime sedative, 

15 mg. (, l « gr.) to 30 mg. (V 2 gr.) t.i.d. or q.i.d. 

Available (oi daytime mlauon: Table!,. IS w ('• gr.). 

30 mg ('» gr.); Elixir. 30 mg. per S cc. (alcohol Vi ). 
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EXPOSING THE DANGERS OF ANTIDEPRESSANTS 
AND OTHER PSYCHOTROPIC DRUGS 


Although this information would not be made known until 200 lawsuits 
were filed in relation to the new antidepressant, Prozac, in the 1990s, the 
manufacturer, Eli Lilly's own documents showed that as early as 1978-10 
years before its approval in the U.S.—that in some patients, Prozac 
induced agitation, psychosis, akathisia [from Greek a - meaning 
"without" or "not" and kathisia meaning "sitting" that can be 
accompanied by violent outbursts] and restlessness—which can be 
precursors of suicide: "There have been a fairly large number of reports 
of adverse reactions... Another depressed patient developed 
psychosis...Akathisia and restlessness were reported in some patients... 
Some patients have converted from severe depression to agitation 
within a few days; in one case the agitation was marked and the patient 
had to be taken off [the] drug..." As a precautionary measure, the 
company added tranquilizers (benzodiazepines) "to control future 
agitation" in future pre-marketing trials.4 

Three placebo-controlled studies were provided for the FDA to approve 
Prozac, the first SSRI (Selective Serotonin Reuptake Inhibitor) 
antidepressant. One demonstrated no effect, while the second, called 
Protocol 27, where Prozac was compared to imipramine (an older 
antidepressant) and placebo, found Prozac to be inferior in 
effectiveness. The third study, involving only 11 people and only five weeks 
in duration, found a positive result. The manufacturer, Eli Lilly, determined 
the score was two to one in favor of Prozac. 5 

September 15, 1984: Dr. Frances O. Kelsey, Director of Division of 
Scientific Investigations, Office of Compliance at the FDA, wrote to 
some of the investigators on Protocol 27, citing violations in the clinical 
trials. 

November 15, 1984: Tony DeCicco, FDA Consumer Safety Officer, 
recorded the minutes of an in-house FDA meeting that discussed Prozac 
and stated: "This agency has discovered a flaw in the experimental 
design and execution of the fluoxetine [Prozac] studies" and that the 
way the studies were conducted could lead to "a biased comparison." 
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November 15, 1984: In o FDA Memorandum, it stated, "This 
Agency must inform Lilly early on, that we have problems with their analysis 
because of the large number of dropouts." Dr. David Graham, an 
epidemiologist with the FDA stated, "The firm's analysis of suicidality does 
not resolve the issue." According to this same document, even "Lilly 
acknowledged that its clinical trials were not designed to study this and 
that the quality and specificity of data to be gleaned from these trial to 
address suicidality were poor...." Dr. Graham concluded that "because of 
apparent large-scale under reporting, the firm's analysis cannot be 
considered as proving that fluoxetine and violent behavior are unrelated. "6 

March 1985: An FDA memo showed that J. Hillary Lee, the FDA's Efficacy 
Reviewer for Prozac, expressed concerns over Eli Lilly instructing their 
investigating physicians not to include symptoms of depression manifesting 
in their patients during their clinical trials as adverse reactions. In the 
review of Protocol 27, for example, Lee analyzed six studies that comprised 
this it and determined that one could not be included; one demonstrated 
that Prozac was only slightly more effective than placebo, while four 
studies showed it to be no more effective than placebo. 

March 29, 1985: An Eli Lilly memo admitted a rate of suicide for Prozac to 
be 5.6 times higher than for the older tricyclic antidepressant, imipramine.7 
"The benefits vs. risks CCHR: Exposing the Dangers of Antidepressants and 
Other Psychotropic Drugs 5 

considerations for fluoxetine [Prozac] currently does not fall clearly in favor 
of the benefits. Therefore, it is of greatest importance that it be 
determined whether there is a particular subgroup of patients who respond 
better to fluoxetine (Prozac) than to imipramine, so that higher incidence 
of suicide attempts may be tolerable."8 

German authorities expressed concern about Prozac causing akathisia and 
suicide. 9 

May 1985: A memo by the FDA's Safety Reviewer Richard Kapit stated, "It is 
fluoxetine's particular profile of adverse side effects which may perhaps, in 
the future give rise to the greatest clinical liabilities in the use of this 
medication to treat depression. "10 
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March 25, 1986: Dr. Kapit's review of the Prozac New Drug 
Application (NDA) found additional adverse reactions that the 
manufacturer had not submitted. These "involved the onset of an 
unreported psychotic episode," "may exacerbate certain depressive 
symptoms" and "potential risks include intensification of the vegetative 
signs and symptoms of depression. "11 There were 10 reports of psychotic 
episodes, 2 reports of completed suicides, 15 attempted suicides, 4 
seizures—including in a healthy volunteer, and 4 reports of movement 
disorders. 12 

1987 

The German BGA, the country's FDA equivalent, refused to approve Prozac 
based on Lilly's studies showing that previously non-suicidol patients who took the 
drug hod o fivefold higher rote of suicides and suicide attempts than those 
taking older antidepressants, and a threefold higher rote than those taking 
placebos. 

May: The American Psychiatric Association updated its Diagnostic and Statistical 
Manual, adding another 29 "mental disorders" bringing the total to 255. The 
DSM-II, published in 1980, added 61 new disorders. Since its 1994 edition, there 
has been a 256% increase in antipsychotic and antidepressant drug sales. 

September 14: An FDA "Safety Update Segment 5" report on adverse reactions, 
deaths and potentially serious events recorded 5,620 patients treated with 
fluoxetine in the U.S. and 7,948 on the worldwide database. There were 15 
deaths reported worldwide, attributing them mostly to physical conditions, of 
which 8 deaths were "apparent suicides. "15 
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December 17: In a memo, the FDA's Consumer Safety Officer Arthur K. 
Yellin noted, "Lilly representatives advised that they very intentionally 
wished to refrain from promoting this aspect [anorexia] of Prozac at 
this time" that the FDA agreed to. 14 A memo from Dr. Kapit of the 
same date, references 4 cardiac-related deaths, "50 cases of mania, 
hypomania, or manic psychosis reported. Twenty of these cases were 
discontinued as a result of these adverse effects...There were 18 
patients who took overdoses of fluoxetine, less than 1000 mg...."15 

December 29: The FDA approved Prozac for the market. 

Exposing the Dangers of Antidepressants and Other Psychotropic 
Drugs 

December 50: The FDA's Neuropharmacological Drug Division, under 
the leadership of psychiatrist Paul Leber, approved Prozac for the 
market. 16 By 

October 1989, there were 5,740 adverse reactions reported to the 
FDA. As CCHR would report, in contrast the antidepressant Elavil, 
which had been on the market for 20 years, accumulated 2,925 
adverse reaction reports as of November 1989—nearly twice as many 
reports on Prozac as there were on Elavil in less than one-tenth of the 
time. 176 OOHR: Exposing the Dangers of Antidepressants and Other 
Psychotropic Drugs 
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